NTEPXABHA CJIYXKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPOIIETPOBCBHKIU OBJIACTI

Iuinpo, m1.Cobopua,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koxg €JIPIIOY 37070665

BUCHOBOK
Npo AKICTH BBe3eHOro B YKpaiHy JlikapchbKoro 3acoly
13.02.2025 Ne 6395/25/0411
TAXUBEH®

(ualiMeHyBaHHA J1ikapchkoro 3acoby 3rifHo 3 peecTpaLifHHM MOCBIAHEHHAM)
pO34HH A1 iH'exuii, S Mr/mi, mo 10 M B ammyJii; mo S amnyJ y KapTOHHIi Kopoo6ui

(¢opma Bunycky, 103yBaHHs, BUJ NAKyBaHHS JikapChkoro 3acoly)

Homep peectpauiinoro nocsinuenns UA/14347/01/01 ctpox aii peectpauittoro nocsinuenns 01.01.2099

Cepis nikapcwkoro 3aco6y Ne F7222-02 KinbkicTs BBe3eHOT0 Nikapcekoro 3acofy 3428
BupoGHuk EBEP Heiipo ®apma I'M6X, ABcTpis
(HafiMeHyBaHHS BUPOOHMKa JIikapcbkoro 3acoly, KpaiHa MOXOMKEHHs)
BaeseHo B YkpaiHy TosapucTBo 3 06MexeHo0 BinnoBigaasHicTIo "BaJIM", inent. koa:
31816235

(natiMeHnyBaHH4 Ta koA 3a €APIIOY opuanyHoi ocoGu abo npissHulLe, iM's, N0 GaTbKOBI
Giznunoi 0cobu - nianpuemud, 1i Miclie NPOXHUBaHHS Ta peecTpauifHnii Homep 06ikoBol
KapTKH MIaTHUKA NOJATKiB a6o cepis Ta HOMEp NacrnopTa)

Tpotokon BisyannHoro kourposmo Bin 12.02.2025 Ne 03-01/289/2.

3a pesynbTaTaMH [Ep/KAaBHOTO KOHTPOJIKO BCTAHOBJICHO, ILO Jiikapcbkuii 3aci6 BBe3eHo B YkpaiHy 3
AOTPHMAHHSAM BrMOT 3aKOHOJABCTBA IIOA0 3a0e3neueHHs AKOCTi JiKapchKkHX 3aco0iB.

T.B.o. HavanbHUKA Jlep>kaBHOI CiTyxO0H 3
JKapCchKUX 3ac00iB Ta KOHTPOJIO 32

. i Sna [IPATAH
HapKOTHKaMH y JIHIIpONEeTPOBChKil A

(iHiuianu Ta npi3BKLIE)

5 nd \
NTOKY MEHTIB \

HixkiriueBa Oxcana +38(066)345-41-71




CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Taxuben® no 10 an (50 m2); 5 annya; cepin o F7222-02
Tachyben® 10 ml (50 mg); 5 ampoules; batch No. F7222-02

PeknisHTH BHpobHAKa: EBEP Heitpo Papma MuGX, O6epGypray, 3, 4866 Yarepax-na-Atrepsee, Ascipis

Name and address of producer:

Homep ninersii: INS-482197-0028-010 8in 03.12.2015

Manufacturer’s authorization:

INS-482197-0028-010 of 03.122015

Ceprudixar sisnosimsocti BRMoran GMP Ne 482197-14182326 sin 22.12.2021, aitiermif no 14.10.2024

Certificate of GMP compliance of a manufacturer No. 482197-14182326 of 22.12.2021, valid till 14.10.2024

Bucuopox 1oao nigreepmesasa GMP

Ne 197/2022/C-415 pin 08.06.2022, nittcawit ao 14.10.2024

EVER Neuro Pharma GmbH, Oberburgan, 3, 4866 Unterach am Attersee, Austria

GMP recognition No. 197/2022/C-415 of 08.06.2022, valid till 14.10.2024

TIpoayKT: TaxnGe® 10 201 (50 Mr); § aMITYD; poSUAE AN il'exI(ili; | M pO3THRY MICTHTE 5 MF ypamigury
Product: Tachyben® 10 ml (50 mg); 5 ampoules; solution for injection; 1 ml of solution containg 5 mg of Urapidil
PeccTpariiine NockiqueHRA: No UA/14347/01/0] min 06.02.2020, Tepmiu aii neofmemenni

Registration certificate: No.UA/14347/01/01 issued 06.02.2020, unlimited validity

Houep Cepii: F7222-02

Batch: Fr222-02

KinexieTs mpoxysuil B cepii: 7,628 ymox.

Amount of packages in the batch: 7,628 pes.

JNarta EApoGHHITES: 062024

Production Date: 06.2024

TepMiH OpPHAATHOCTI! 05,2027 Tepmiu 26epiranns: 3 poxis

Expiry Date: 05.2027 shelf- life: 3 years

NaGopATOpPHIH AHATIA AKOCTL IPOROMECA 3rififoe ia MeTogamy KONTpomo ArocTi AikapcEKoro 3ac00y eupobmmxon EBEP Heitpo Qapata IbX.

The laboratory analysis was performed accerding to Methods of Quality Control of the finished produet by manufacturer EVER Neuro Pherma GmbH.

Teet Coemadixanis PeayanTar
Test Specification Result
QOmmc / Description
Omic Bignoripae
Description Complies
IIpo3opicTs T2 cTYNIEG KATAMYTHOCTI 0.0
postUHY
Clarity of solution 0.0 FTU
Konsopogicth 3aGapencHHA po3uHAyY Mae OyTH He Bianorigae
iHTeHCHRHIINMM, HiX y STATOHHOTO
posauny B7
Colour of selution Not more than B7 Complics
Mexanigni sxmoacnns / Particulate contamination
Bnaumi 9acTEH IIpakTHaEo NOBKHHI GyTH BinCyTHL Bigmosinae
Visible particles Practically fee of visible particles Complies
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Taxuben® no 10 ma (50 mz); § amnyn; cepin Xo F7222-02
Tachyben® 10 ml (56 mg); 5§ ampoules; batch No. F7222-02

Heprmmi 9acTkd Poszmipom = 10 M

<= 6000 aacT./amIL.

133 gacr./amm.

Subvisible particles = 10 um <= 6000 Part./amp. 133 Part./amp,
Heaummi gacTin PoaMipoM = 25 MKM <= $00 gacT./amMiL. 4 qacT.famir,
Subvisible particles > 25 pm <= §00 Part./amp. 4 Part.famp.
Toxkasunx pH / pH-value
[Mokazaux pH {ariguo 2 €ap. Papm.) 5.6-6.6 6.1
pH (acc. to Ph.Bur.) 5.6-66 6.1
O6"em, mo eaTaracTecx / Extractable volume
O06'M, MO BATATAETECA >=10.0 Mn 10.0 Mn
Extractable volume >= 10,0 ml 10.0ml
Inerrrndrixania / Identity
Vpamiaun (BEPX) Yac yTpHMaHHA FOJOBHOTO TIKy Ha Binmosigae
xpomMarorpami .nocninmynanoro
pOSMHAY, orpuuamu np KLIBKiCHOMY
BHIHAYCHHI, Ma¢ BIZIDOBIATH JaCy
YTPHMAHHS NIKy YPamiTumy Ha
XPUMATOTPaMi CTAHRAPTHOTO POIYIHY
Urapidil {(HPL.C) The retention time of the major peak in| Complies
the chromatogram of the test solution
shall correspond to that of urapidil
peak in the chromatogram of the
reference solution as obtained in the
assay
—— "'--.._
etV 2
Ypamigun (YO) V@ coe s y}i.aﬂ(?m p : Bipnorigac
B AiANaSO TR LA Bl 220
zio 400 : mﬁgﬁ BIAORINATH “,', \
cIe : _- i i °£
MakcHMyEd SHI- T ax |
NOBMHEH\CIWOCPEpIraTicd Ha ,uongcm&
Xaam 269 2 1M, 8 noxa:mnk 4
ONTHIHOT IYLTH - ﬁuyn\@
cranosuTA npHBHARis 95204
Urapidil (UV) The UV spectrum of thc test solution | Cemplies
in the range of 220 to 400 nm shall
match with that of the standard

solution. These spectra present a
maximum of absorbance at 269.0 nm £
2 nm with an absorbance about 0.52
UA.
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Taxuben® no 10 ma (50 n2}; 5 amnyn; cepin Ne F7222-02
Tachyben® 10 ml (50 mg); 5 ampoules; batch No. F7222-12

OasopiaricTs ao3osarmx oaauuuE / Uniformity of dosage units

OABOpiHICTE HO30BAHEX OTHHHIE ¥V pigmosiguocti fo BuMor €np, Papm.| Bixmosizac
2.9.40

Uniformity of dosage units Complies with Ph.Eur. 2.9.40 Complies

Kinskicue pusHauenas (BEPX) / Assay (HPLC)

Ypaniman (% six saAB1eHOL KiNEKOCTI) 95.0-105.0% 100.1 %

Urapidil (% of the labelled amount) 95.0-105.0% 100.1 %

CymyTai pesosunu (BEPX) / Related Substances (HPLC)

p-izosmep ypanigumy <=0.15% 0.00 %

Urapidil p-isomer <=0.15% 0.00 %

1«2-meToxcrdierin)minepasHu <=0.15% ¢.00%

1-(2-Methoxyphenyl)piperazine <=0.15% 0.00%

1,3-muMeTHnGapHiTypoRa KMCIOTE <=02% 0.0%

1,3-Dimethylbarbituric acid <=0.2% 0.0%

Oxpemi HeigeHTH(IKOBAH] AOMINTKY <=0.2% 00 %

Each unknown impurity <=0.2% 0.0 %

Cyma joMIcK <=0.7%

Total impurities <=0.7%

Bakrepiamshi eraoToxcuan / Bacterial endotoxins

BakrepiankHi eHAOTOKCHEH <= 6.25 MO/

Bacterial endotoxins <= 525 [U/Mml

Creprasnics / Sterility

Crepunsnicts (3 €rp. Papm.) Mae GyTH cTEpHILHAM Crepunsamii

Sterility test (acc. to Ph.Eur.) Sterile Complies
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Taxubern® no 10 ma (50 mz); 5 amnya; cepin Ne F7222-02
Tachyben® 10 ml (50 mg); 5 ampoules; baich No. F7222-02

I hereby certify that the above information is authentic and accurate. This baich of product has been manufactured, including packaging/ labeling and quality
control at the above mentioned site(s) in full compliance with the GMP requirements of the locat Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

During the course of manufacturing and testing

[ X ] ne quality related deviations occurred.

[ ]the following quality related deviations ocourred and have been reviewed and approved in accordance with cstablished deviation procedures (see
attachment):

These deviations do not have any adversc effect on the quality of the product.

The product has been released to the market — 08.10.2024

[lviM 8 3achifTTyto, 1o Bri cTanil BEPOGHHATE RHMEesasAaMeHOl cepil rOTOBOro IKAPCHKOTD 3aC0GY, BIIIOUAIYH MAKYRIHMA, MEPKYRAUHA TA KOHIDOTE
AKQCT], IpoBenEHi Y NoRwil BignoRiaHocTi A0 BaMor GMP €C Ta BiATIOBIAKTE BAMOrAM PEECTpaLifia] XokyMenTanil Kpafey npyzuayeHed. JIpoTokomm
SHPOGHUIITR, TAKYBAHHEL T3 AHANI3iE Gyno MeperTaHyTO T4 RCTAROBIEHO pignonimicts GMP.

Ilix sac BHPOOHATITAA T ROHTPOMI AKOCTE

[X ] ue puasneno Syfn-aKEX BIXAICHE TUOAC AKOCTI

[ ] BEHMEmM BaCTYTH BiIXUIEHAR, SEI Gy NEPErNARYT T4 JATBEPIKERI BIQIOBIHG 3 BETAHORICHHME TPONCAYPAMH (nHEB. AORATOK):

11i nijanerns v MAIOTE AEGARALOTO edexTy MOAO AKOCT] MPOAYELI].

1[a cepix mo3nouIena Jo JacTocynakma — 08.10.2024 p.

Ceprudixar odoprorernit 05,11.2024 p, The certificate has been issued on 05.11.2024
Dr. Clemens Thurner
YHTepax—Ha-ATTEP3EE,

Unterach am Attersee,
Dr. Clemens Thurner
Qualified Person
Tlizm/ sign 0 5. NOv. 2024
Hegatralstamp
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